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4 DEPARTMENT OF HEALTH& HUMAN SERVICES Publla Hodth 8WVIC0

CERTIFIED MAIL
RETURN RECEIPT

BUFFALO DISTRICT

5 JtJnc 1997
hod ●nd Drug Admlnistratlon
690 DoIaw8m Avonuo
BUffdO, NY 14202

F97U.

REQUESTED

Edward I [. Knapp, Owner

Knapp’s Clrccnwood Farm
Route 91
Fabius, Ncw York 13063

Dear Mr. Krmpp:

A tissue rcrniducreport from the United StaIcs Department of Agncuhurc (USDA), on inspection of

your dairy opcmtion, and related investigations by Food and Drug Administration (FDA)
Investigator David M. MCNCW, rcvcalcd serious violations of the Federal Food, Drug and Cosmetic

Act (the Act).

9

A food is adultcmtcd within the meaning of Section 402(0)(2)(D) of the Act if it contains u ncw
animal drug which is unsafe within the meaning of Section 512 of the Act. On or ubout 25
November 1996, you offered a cow, identified by USDA laboratory rcpoti number 212897, mctul
car tag number 2 lZ13W6001, and your farm cm tag number 964, for slaughter for human food.
USDA analysis of the tissue from this animal rcvcalcd the prcscncc of penicillin at n Icvcl of 0.43
ppm in kidney tissue and 0.13 ppm in Iivcr ti.ssuc. Ilis cxcccds the 0.05 ppm tolcrnncc for penicillin
in cattle and causes the food to bc adultcmtcd.

A food is miultcratcd within the meaning of Section 402(a)(4) of the Act if it hns been hck! under
conditions whereby it may have been rcndcrcd injurious to hcolth, You hold animals under

conditions whereby mcdicatcd animals bearing potentially harmful drug residues arc Iikcly [t) enter

the food supply, For cxnmplc, you foil to maintain pcrnumcnt and complctc treatment records [IIICI

[I systcm to review such rccorh prior to oflcring cattle for daughter for hunmn food. Y(~ll :IIS(I [\li I

to owurc drugs huvc been w3cd only M dircclcd, umi, if nccdcdocxtcndcd withdrnwl pcri(ds lmw

km (hind to pcrrnit dcpkti(m of polcntiitlly twmful rcsidwx ~~fdnlgs Ik(m! cdihlc tiswcs. I;(MNI

I“nm illli Illill!4 h!ld utldcr such umdit ions is mlullcr;ltcd.
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A drug is aduitcratcd within the meaning of Section 501 (a)(S) of the Act if it is a ncw animal drug
which is unsafe within the m~ing of Section 512 of the Act. Section 512, in part, deems a ncw

animal drug unsafe unlcas an FDA approved sin effect and the drug, its lalxling, Md
its usc conform to such approved applicdon. labc)ing allows a maximum daily dosage
of I mL pcr 100 pounds of weight for no more than 5 days, Yourusc of this drug at a Icvcl of 40

mL pa day in a cow weighing 1,200 pounds or ICSScxcccds the daily dosage and adulterates the

drug.

The above is not intended to bc an all-inclusive list of violations. As a producer of animals o~crcd
for usc as food, you arc responsible for assuring your overall opcrntion and the foods you distribute
arc in compliance with the law,

Plcmc note it is not ncccssary for you to pcrsormlly ship an odultcmtcc! animal in interstate
wmmcrcc to bc responsible for violation of the Act. The fwt you causal, or participated in causing,
the adulteration of an animal soldand subsequently offered for sale to a slaughterhouse that ships
in interstate commcrcc, is sufficient to hold you responsible for violation of the Act,

a You should take prompt action to comcct these and all violations existing at your farm, und set up
procedures whereby such viol ltions will not recur. I;ailurc to tukc such action may result iv
regulatory action, such as injunction, without further notice.

Please notify this off~cc, in writing, within 15 days O! the specific stepsyou have tukcn to bring your
firm into compliance with the law. Your response shodd include each step taken, or to bc taken,
to correct the violations and prevent their rccurrcncc. If corrective action cannot bc complctcd
within 15 days, state the reason for the delay and time fmmc within which corrections will bc

complctcd. Please include copies of any mmilablc docurncntotion demonstrating that corrections
have been mmlc. Your response may bc dircctcd to Raymond D. Kent, “1’cmnLcmlcr, at the ubovc

midrcm.

Simxrcly,

cmz


